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§ 26.33 Product coverage. 

(a) There are three components to 
this subpart each covering a discrete 
range of products: 

(1) Quality System Evaluations. U.S.- 
type surveillance/postmarket and ini-
tial/preapproval inspection reports and 
European Community (EC)-type qual-
ity system evaluation reports will be 
exchanged with regard to all products 
regulated under both U.S. and EC law 
as medical devices. 

(2) Product Evaluation. U.S.-type pre-
market (510(k)) product evaluation re-
ports and EC-type-testing reports will 
be exchanged only with regard to those 
products classified under the U.S. sys-
tem as Class I/Class II-Tier 2 medical 
devices which are listed in appendix B 
of this subpart. 

(3) Postmarket Vigilance Reports. 
Postmarket vigilance reports will be 
exchanged with regard to all products 
regulated under both U.S. and EC law 
as medical devices. 

(b) Additional products and proce-
dures may be made subject to this sub-
part by agreement of the parties. 

§ 26.34 Regulatory authorities. 

The regulatory authorities shall have 
the responsibility of implementing the 
provisions of this subpart, including 
the designation and monitoring of con-
formity assessment bodies (CAB’s). 
Regulatory authorities will be speci-
fied in appendix C of this subpart. Each 
party will promptly notify the other 
party in writing of any change in the 
regulatory authority for a country. 

§ 26.35 Length and purpose of transi-
tion period. 

There will be a 3-year transition pe-
riod immediately following the date 
described in § 26.80(a). During the tran-
sition period, the parties will engage in 
confidence-building activities for the 
purpose of obtaining sufficient evi-
dence to make determinations con-
cerning the equivalence of conformity 
assessment bodies (CAB’s) of the other 
party with respect to the ability to 
perform quality system and product 
evaluations or other reviews resulting 
in reports to be exchanged under this 
subpart. 

§ 26.36 Listing of CAB’s. 

Each party shall designate con-
formity assessment bodies (CAB’s) to 
participate in confidence building ac-
tivities by transmitting to the other 
party a list of CAB’s which meet the 
criteria for technical competence and 
independence, as identified in appendix 
A of this subpart. The list shall be ac-
companied by supporting evidence. 
Designated CAB’s will be listed in ap-
pendix D of this subpart for participa-
tion in the confidence building activi-
ties once confirmed by the importing 
party. Nonconfirmation would have to 
be justified based on documented evi-
dence. 

§ 26.37 Confidence building activities. 

(a) At the beginning of the transi-
tional period, the Joint Sectoral Group 
will establish a joint confidence build-
ing program calculated to provide suf-
ficient evidence of the capabilities of 
the designated conformity assessment 
bodies (CAB’s) to perform quality sys-
tem or product evaluations to the spec-
ifications of the parties. 

(b) The joint confidence building pro-
gram should include the following ac-
tions and activities: 

(1) Seminars designed to inform the 
parties and CAB’s about each party’s 
regulatory system, procedures, and re-
quirements; 

(2) Workshops designed to provide the 
parties with information regarding re-
quirements and procedures for the des-
ignation and surveillance of CAB’s; 

(3) Exchange of information about re-
ports prepared during the transition 
period; 

(4) Joint training exercises; and 
(5) Observed inspections. 
(c) During the transition period, any 

significant problem that is identified 
with a CAB may be the subject of coop-
erative activities, as resources allow 
and as agreed to by the regulatory au-
thorities, aimed at resolving the prob-
lem. 

(d) Both parties will exercise good 
faith efforts to complete the confidence 
building activities as expeditiously as 
possible to the extent that the re-
sources of the parties allow. 
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